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Title  16— Commercial  Practices 

CHAPTER  II— CONSUMER  PRODUCT 
SAFETY  COMMISSION 

SUBCHAPTER  A— GENERAL 

PART  1040— INTERIM  POLICY  AND 
PROCEDURE  FOR  CLASSIFYING, 
EVALUATING,  AND  REGULATING 
CARCINOGENS  IN  CONSUMER 
PRODUCTS 

Statement  of  Policy  and  Procedure 

AGENCY:  Consumer  Product  Safety 
Commission. 

ACTION:  Interim  statement  of  policy 
and  procedure  on  which  comment  is 
solicited. 

SUMMARY:  The  purpose  of  this  doc¬ 
ument  is  to  establish  on  an  interim 
basis,  and  to  solicit  comments  on,  the 
CPSC’s  general  policy  and  procedure 
concerning  the  classification,  evalua¬ 
tion,  and  regulation  of  substances 
that,  if  present  in  consumer  products, 
pose  a  risk  of  cancer  to  consumers. 
The  system  is  intended  to  assist  the 
general  public  and  regulated  industry 
by  providing  guidelines  concerning:  (1) 
The  standards  CPSC  will  apply  in  clas¬ 
sifying  substances  suspected  of  caus¬ 
ing  cancer,  and  evaluating  products 
containing  such  substances,  and  (2) 
the  regulatory  action  likely  to  be 
taken  by  the  Consumer  Product 
Safety  Commission  following  classifi¬ 
cation  and  evaluation.  This  document 
also  sets  forth  the  procedures  CPSC 
will  follow  in  arriving  at  the  classifica¬ 
tion  of  substances  and  the  regulation 
of  carcinogens  in  consumer  products. 

EFFECTIVE  DATE:  The  policy  and 
procedure  will  be  effective  on  an  inter¬ 
im  basis  June  13,  1978. 

COMMENT  DATE:  Written  comments 
on  the  interim  statement  of  policy  and 
procedure,  preferably  in  five  copies, 
should  be  submitted  by  October  11, 
1978. 

ADDRESSES:  Written  comments 

should  be  submitted  to  the  Secretary, 
Consumer  Product  Safety  Commis¬ 
sion,  Washington,  D.C.  20207.  All  ma¬ 
terial  relevant  to  this  policy  and  proce¬ 
dures  statement,  including  any  com¬ 
ments  that  may  be  received,  may  be 
seen  in,  or  copies  obtained  from,  the 
Office  of  the  Secretary,  3rd  Floor, 
1111  18th  Street  NW„  Washington, 
D.C. 

FOR  FURTHER  INFORMATION 
CONTACT: 

Francine  Shacter,  Office  of  Program 
Management,  Consumer  Product 
Safety  Commission,  Washington, 
D.C.  20207,  301-492-6557. 

SUPPLEMENTARY  INFORMATION: 
The  purpose  of  this  document  is  to  es- 
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tablish  and  solicit  public  comments  on 
a  statement  of  policy  and  procedure 
concerning  the  classification,  evalua¬ 
tion,  and  regulation  of  substances 
that,  if  present  in  consumer  products, 
pose  a  risk  of  cancer  to  consumers. 

Background  and  Need  for  a 

Statement  of  Policy  and  Procedure 

Like  the  Occupational  Safety  and 
Health  Administration  (OSHA),  the 
Food  and  Drug  Administration  (FDA), 
and  the  Environmental  Protection 
Agency  (EPA),  the  CPSC  may  need  to 
regulate  a  large  number  of  products 
containing  known  or  suspected  human 
carcinogens.  CPSC  recognizes  that  a 
number  of  chemical  substances  or  mix¬ 
tures  are  known  to  cause  cancer  in 
humans.  Many  more  have  been  identi¬ 
fied  as  carcinogens  in  animals.  Still 
others  are  currently  being  tested  by 
the  National  Cancer  Institute  and 
other  groups. 

CPSC  has,  since  its  creation  in  1973, 
identified  and  taken  regulatory  action 
to  prohibit  the  use  of  four  carcinogens 
in  consumer  products.  The  first  was 
the  CPSC’s  ban  of  aerosol  products 
containing  vinyl  chloride  and  intended 
for  use  in  or  around  the  household. 
(39  FR  36576  (October  11,  1974),  re¬ 
vised  and  reissued,  43  FR  12308 
(March  24, 1978).) 

The  second  instance  was  the  agen¬ 
cy’s  interpretation  of  the  Federal  Haz¬ 
ardous  Substances  Act  as  banning  the 
use  of  the  chemical  Tris  (2,3-dibromo- 
propyl)  phosphate  (TRIS)  in  chil¬ 
dren’s  sleepwear.  (42  FR  18850  (April 
8,  1977),  revised  and  reissued,  42  FR 
61621  (December  6,  1977).) 

The  third  instance  was  CPSC’s  use 
of  the  provisions  of  the  Consumer 
Product  Safety  Act  to  ban  consumer 
patching  compounds  and  artificial  em- 
berizing  materials  containing  respira¬ 
ble  free-form  asbestos.  (42  FR  63354 
(December  15, 1977).) 

The  fourth  and  most  recent  action 
was  CPSC’s  decision  of  April  27,  1978, 
to  propose  a  ban  on  benzene  as  an  in¬ 
tentionally  added  ingredient  and  as  a 
contaminant  at  levels  of  0.1  percent  or 
greater  in  all  consumer  products, 
except  gasoline  and  benzene  for  labo¬ 
ratory  use.  (43  FR  21839  (May  19, 
1978).) 

CPSC  believes  that  in  regulating  in 
this  area  it  will  be  helpful  to  set  forth 
its  approach  and  policy  regarding  cer¬ 
tain  issues  which  tend  to  recur  in  each 
case.  The  present  document  is  intend¬ 
ed  to  provide  general  guidance  to  the 
staff  and  the  public. 

While  full  implementation  of  a  regu¬ 
latory  policy  ultimately  depends  on 
the  financial  and  personnel  resources 
available  to  the  agency,  CPSC  believes 
that  failure  to  develop  and  publish  its 
general  approach  and  policy  at  this 
time  would  be  a  failure  to  fulfill  its 
public  responsibility. 

CPSC’s  policy  is  similar  in  some  re¬ 
spects,  and  different  in  others,  from 


the  proposed  rule  on  regulation  of  car¬ 
cinogens  published  by  OSHA  on  Octo¬ 
ber  4,  1977  (42  FR  54148).  (The  Com¬ 
mission  has  also  considered  guidelines 
published  by  EPA  on  May  25,  1976  (41 
FR  21402).) 

A  fundamental  difference  between 
the  CPSC  and  OSHA  documents  is 
that  this  document  is  not  being  pro¬ 
posed  as  a  rule  and  has  no  binding 
legal  effect.  The  determination  to  take 
regulatory  action  against  particular 
products  or  classes  of  products  will 
continue  to  be  made  in  individual  pro¬ 
ceedings,  in  accordance  with  the  appli¬ 
cable  statutory  provisions  and  the 
terms  of  this  policy  statement. 

The  chief  similarities  between  the 
CPSC  and  OSHA  policies  are  the  un¬ 
derlying  scientific  concepts,  and  the 
existence  of  a  classification  system  for 
substances  based  on  evidence  as  to 
their  carcinogenic  potential. 

Since  this  document  is  a  general 
statement  of  policy,  it  is  exempt  from 
the  notice,  public  procedure  and  de¬ 
layed  effective  date  provisions  of  the 
Administrative  Procedure  Act.  (5 
U.S.C.  553).  However,  in  view  of  the 
importance  of  the  policy  and  the  Com¬ 
mission’s  belief  that  comments  on  the 
policy  from  the  general  public,  indus¬ 
try,  and  experts  in  relevant  scientific 
disciplines  are  a  valuable  source  of  in¬ 
formation  and  views  which  must  be 
considered  in  establishing  the  policy, 
the  Commission  has  decided  to  solicit 
public  comment.  In  addition,  CPSC  is 
interested  in  gaining  some  practical 
experience  from  the  operation  of  the 
policy  and  procedure  set  forth  in  the 
document  before  issuing  a  final  state¬ 
ment.  Accordingly,  the  policy  and  pro¬ 
cedure  will  be  effective  on  an  interim 
basis  as  of  the  date  of  publication  of 
this  document  in  the  Federal  Regis¬ 
ter  (June  13,  1978).  The  document  will 
be  included  in  the  Code  of  Federal 
Regulations  so  the  public  and  all  af¬ 
fected  parties  will  have  notice  of  and 
access  to  the  policy  and  procedures 
which  CPSC  will  follow  in  this  area.  In 
publishing  this  statement  of  policy 
and  procedure  for  comment,  the  Com¬ 
mission  does  not  intend  to  set  a  prece¬ 
dent  for  future  policy  statements. 

Therefore,  pursuant  to  the  Consum¬ 
er  Product  Safety  Act,- Pub.  L.  92-573, 
86  Stat.  1207  et  seq.  as  amended,  15 
U.S.C.  2051  et  seq.,  and  the  Federal 
Hazardous  Substances  Act,  Pub.  L.  86- 
613,  84  Stat.  372  et  seq.,  as  amended, 
15  U.S.C.  1261,  et  seq.,  CPSC  adds  to 
Title  16,  Chapter  II,  Subchapter  A,  of 
the  Code  of  Federal  Regulations,  a 
new  Part  1040  as  follows: 
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PART  1040— INTERIM  POLICY  AND 
PROCEDURE  FOR  CLASSIFYING, 
EVALUATING,  AND  REGULATING 
CARCINOGENS  IN  CONSUMER 
PRODUCTS 

Subpart  A — General  Statement  of  Policy, 
Background,  General  Previsions,  and  Summary 

Sec. 

1040.1  Statement  of  general  policy. 

1040.2  Scope  of  policy. 

1040.3  Definitions. 

1040.4.  Legal  background  and  statutory  au¬ 
thority. 

1040.5  Interagency  cooperation. 

1040.6  Summary  of  principles  and  proce¬ 
dure  for  classification,  evaluation,  and 
regulation  of  carcinogens. 

Subpart  B — Preliminary  Screening 

1040.11  Scope  of  preliminary  screening. 

1040.12  Procedure. 

Subpart  C — Classification 

1040.21  Scope  and  principles  of  classifica¬ 
tion. 

1040.22  Description  of  categories. 

1040.23  Commission  review  of  staff  classifi¬ 
cation. 

Subpart  0 — Staff  Evaluation  and  Commission 
Appraisal  of  Products  Containing  Classified 
Substances 

1040.31  Priorities  for  staff  evaluation  and 
commission  appraisal. 

1040.32  Guidelines  and  procedures  for 
”  staff  evaluation  and  commission  apprais¬ 
al. 

1040.33  Factors  considered  in  staff  evalua¬ 
tion  and  commission  appraisal. 

Subpart  E — Regulatory  Treatment  of  Products 
Containing  Category  A  Substances 

1040.41  Regulatory  approach. 

1040.42  Effective  date,  recall,  and  immi¬ 
nent  hazards. 

1040.43  Public  participation. 

Subpart  F — Regulatory  Treatment  of  Products 
Containing  Category  B  and  C  Substances 

1040.51  Regulatory  options. 

Subpart  G — Products  Containing  Category  D 
Substances 

1040.61  CPSC  action. 

Authority:  Consumer  Product  Safety 
Act.  Pub.  L.  92-573,  as  amended  86  Stat. 
1207,  et  seq.  (15  U.S.C.  2051  et  seq.);  Federal 
Hazardous  Substances  Act,  Pub.  L.  86-613, 
as  amended.  84  Stat.  372  et  seq.  (15  U.S.C. 
1261,  et  seq.) 

Subpart  A — General  Statement  of 
Policy,  Background,  General  Provi¬ 
sions,  and  Summary 

§  1040.1  Statement  of  general  policy. 

(a)  The  Consumer  Product  Safety 
Commission  has  both  statutory  juris¬ 
diction  and  a  public  responsibility  to 
regulate  products  containing  carcino¬ 
gens  where  the  carcinogen  is  available 
for  human  uptake. 


FEDERAL 


(b)  The  CPSC’s  policy  is  that  it 
should  not  permit  known  carcinogens 
to  be  intentionally  added  to  consumer 
products  if  they  can  be  absorbed,  in¬ 
haled  or  ingested  into  the  human 
system. 

(c)  If  carcinogens  are  capable  of  en¬ 
tering  the  human  system,  CPSC  will 
require  that  the  use  of  such  carcino¬ 
gens  be  phased  out  in  favor  of  reason¬ 
able  substitutes  where  they  exist. 

(d)  If  no  reasonable  substitute  is 
available,  and  there  is  evidence  that 
elimination  of  the  carcinogenic  sub¬ 
stance  would  result  in  unacceptable 
economic  and  social  costs,  the  CPSC 
will  require  reduction  of  the  substance 
to  the  lowest  attainable  level  until 
substitutes  are  identified. 

§  1040.2  Scope  of  policy. 

This  policy  is  intended  to  address 
risks  of  cancer  associated  with  the 
presence  of  toxic  substances  in  con¬ 
sumer  products.  The  CPSC  recognizes 
that  these  substances  may  also  create 
risks  of  mutations,  birth  defects,  steril¬ 
ity  and  other  conditions,  the  causes  of 
which  also  may  not  easily  be  traced. 
The*CPSC  does  not  intend,  by  adopt¬ 
ing  this  policy,  to  preclude  regulation 
of  a  product  or  substance  that  can  be 
shown  to  cause  chronic  illnesses  or 
conditions  other  than  cancer.  Howev¬ 
er,  the  principles  guiding  such  regula¬ 
tion  will  be  established  on  a  case  by 
case  basis  until  the  CPSC  is  able  to  es¬ 
tablish  general  policies  for  these  con¬ 
ditions  as  well. 

§  1040.3  Definitions. 

As  used  in  this  Part  1040,  the  follow¬ 
ing  terms  shall  have  the  meanings  set 
forth: 

(a)  Carcinogen.  Any  substance 
which  may  produce  cancer  in  humans 
or  animals. 

(b)  Human  Uptake.  The  process  by 
which  a  substance  enters  the  human 
system,  either  through  ingestion,  in¬ 
halation  or  absorption  through  the 
skin. 

(c)  Intentionally  added.  Any  sub¬ 
stance  or  mixture  (1)  added  deliberate¬ 
ly  as  an  ingredient  intended  to  impart 
specific  characteristics  or  (2)  con¬ 
tained  in  the  final  product  as  a  result 
of  intentionally  using  a  raw  material 
containing  the  substance,  whether  the 
raw  material  contains  the  substance  as 
a  result  of  deliberate  addition  or 
through  contamination. 

(d)  Lowest  Attainable  Level.  The 
lowest  level  to  which  a  substance  can 
be  reduced  that  is  consistent  with  the 
public  health  and  safety  and  that  does 
not  result  in  unacceptable  economic 
and  social  costs. 

§  1040.4  Legal  background  and  statutory 
authority. 

(a)  Legal  background.  (1)  The  causes 
and  mechanisms  of  cancer  induction 
are  still  at  the  frontiers  of  scientific 
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knowledge.  Nevertheless,  the  courts 
have  recognized  the  need  for  agencies 
to  make  decisions  concerning  the  regu¬ 
lation  of  cancer  and  other  chronic  haz¬ 
ards,  even  in  the  absence  of  data  suffi¬ 
cient  to  resolve  all  questions  factually. 
In  such  cases,  the  courts  recognized 
that  agency  decisions  are  essentially 
policy  judgments  rather  than  resolu¬ 
tions  of  controverted  facts,  e.g..  Envi¬ 
ronmental  Defense  Fund  v.  EPA  ( Velsi- 
col),  548  F.2d  998  (D.C.  Cir.  1976); 
Ethyl  Corp.  v.  EPA,  541  F.2d  1  (D.C. 
Cir.  1976),  cert  denied,  96  S.Ct.  2662 
(1976);  Society  of  the  Plastics  Industry 
v.  OSHA,  509  F.2d  1301  (2d  Cir.  1975), 
cert  denied  sub  nom.  Firestone  Plas¬ 
tics  Corp.  v.  Dept  of  Labor,  421  U.S. 
992  (1975);  Industrial  Union  Dept, 
AFL-CIO  v.  Hodgson,  499  F.2d  467 
(D.C.  Cir.  1974). 

(2)  It  is  clear  that  in  regulating  car¬ 
cinogens,  as  well  as  other  hazards,  the 
statutes  administered  by  CPSC,  dis¬ 
cussed  more  fully  below,  permit  it  to 
act  on  a  precautionary  basis  and  do 
not  require  it  to  establish  proof  of 
actual  harm.  The  test  mandated  by 
the  CPSA  as  a  predicate  to  regulatory 
action  to  ban  or  limit  the  use  of  a  sub¬ 
stance  is  the  existence  of  an  unreason¬ 
able  risk  of  injury.  Risk,  as  noted  by 
the  courts,  is  not  a  fixed  probability  of 
harm  but  rather  a  complex  relation¬ 
ship  involving  probability  and  severity. 
“That  is  to  say,  the  public  health  may 
properly  be  found  endangered  both  by 
a  lesser  risk  of  a  greater  harm  and  by 
a  greater  risk  of  a  lesser  harm.”  Ethyl 
Corp.  v.  EPA,  supra  at  18. 

(b)  Statutory  authority.  (1)  Two  stat¬ 
utes  are  administered  by  CPSC  under 
which  it  is  empowered  to  regulate  sub¬ 
stances  in  consumer  products  which 
present  potential  carcinogenic  haz¬ 
ards.  Under  the  Consumer  Product 
Safety  Act  (15  U.S.C.  2051  et  seq.), 
CPSC  has  the  responsibility  to  protect 
the  public  from  the  unreasonable  risk 
of  injury,  illness  or  death  associated 
with  consumer  products.  In  addition, 
the  Commission  has  the  responsibility 
under  the  Federal  Hazardous  Sub¬ 
stances  Act  (15  U.S.C.  1261,  et  seq.)  to 
protect  the  public  health  and  safety 
from  hazards  involved  in  the  presence 
or  use  of  toxic  and  other  hazardous 
substances  in  households. 

(2)  Consumer  Product  Safety  Act  (i) 
The  basis  for  issuing  consumer  prod¬ 
uct  safety  standards  and  bans  under 
the  Consumer  Product  Safety  Act 
(CPSA)  is  the  existence  of  an  unrea¬ 
sonable  risk  of  injury  associated  with 
a  consumer  product.  The  determina¬ 
tion  of  unreasonable  risk  involves  a 
balancing  of  the  probability  that  risk 
will  result  in  harm  and  the  gravity  of 
such  harm  against  the  effect  of  reduc¬ 
ing  or  eliminating  the  harm  on  the 
product’s  utility,  cost  and  availability 
to  the  consumer.  As  the  legislative  his¬ 
tory  of  the  CPSA  indicates: 

An  unreasonable  hazard  is  clearly  one 
which  can  be  prevented  or  reduced  without 
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affecting  the  product’s  utility,  cost,  or  avail¬ 
ability  or  one  which  the  effect  on  the  prod¬ 
uct’s  utility,  cost,  or  availability  is 
outweighed  by  the  need  to  protect  the 
public  from  the  hazard  associated  with  the 
product.  There  should  be  no  implication, 
however,  that  in  arriving  at  its  determina¬ 
tion  the  Commission  would  be  required  to 
conduct  and  complete  a  cost-benefit  analysis 
prior  to  promulgating  standards  under  this 
act.  Of  course,  no  standard  would  be  expect¬ 
ed  to  impose  added  costs  or  inconvenience 
on  the  consumer  unless  there  is  reasonable 
assurance  that  the  frequency  or  severity  of 
injuries  or  illnesses  will  be  reduced.”  H.R. 
Rep.  No.  92-1153,  92nd  Cong.,  2nd  Sess.  33 
(1972). 

(ii)  CPSC  has  the  authority  to  take 
regulatory  action  to  protect  the  public 
against  such  unreasonable  risk 
through  the  issuance  of  consumer 
product  safety  standards,  or,  where  no 
feasible  standard  would  adequately 
protect  the  public  from  such  risk, 
through  the  issuance  of  a  rule  declar¬ 
ing  the  product  a  banned  hazardous 
product.  In  issuing  consumer  product 
safety  rules  (standards  or  bans)  CPSC 
must  find  that  the  rule  is  reasonably 
necessary  to  eliminate  or  reduce  an 
unreasonable  risk  of  injury. 

(iii)  CPSC  also  may,  by  rule,  require 
recordkeeping,  labeling,  and  the  fur¬ 
nishing  of  such  performance  and  tech¬ 
nical  data  to  the  agency  and  consum¬ 
ers  as  is  determined  to  be  necessary  to 
carry  out  the  purposes  of  the  Act. 

(iv)  In  addition  to  taking  action 
through  rule  making,  CPSC  may  de¬ 
termine,  after  affording  interested 
persons  the  opportunity  for  a  hearing, 
that  a  product  presents  a  substantial 
hazard,  or  may  file  a  civil  action  in  a 
United  States  district  court  against  a 
product  presenting  an  imminent 
hazard.  In  both  substantial  product 
hazard  and  imminent  hazard  actions, 
an  order  may  be  issued  to  require  noti¬ 
fication  to  consumers  of  the  hazard 
and  the  recall,  repair  or  the  replace¬ 
ment  of,  or  the  refund  for,  the  prod¬ 
uct. 

(3)  Federal  Hazardous  Substances 
Act  The  Federal  Hazardous  Sub¬ 
stances  Act  (FHSA)  requires  every 
hazardous  substance  to  be  labeled  and 
in  certain  cases  where  the  product  is 
intended  for  use  by  children,  may  act 
to  automatically  ban  the  substance  or 
article.  CPSC  may  ban  hazardous  sub¬ 
stances  other  than  those  intended  for 
use  by  children,  when  by  regulation, 
CPSC  determines  that: 

[Notwithstanding  such  cautionary  label¬ 
ing  as  is  or  may  be  required  under  this  Act 
for  that  substance,  the  degree  or  nature  of 
the  hazard  involved  in  the  presence  or  use 
of  such  substance  in  households  is  such  that 
the  objective  of  the  protection  of  the  public 
health  and  safety  can  be  adequately  served 
only  by  keeping  such  substance,  when  so  in¬ 
tended  or  packaged,  out  of  the  channels  of 
interstate  commerce.  Section  2(qMl)(B),  15 
U.S.C.  1261(1  XB). 

While  neither  the  language  of  the 
FHSA  nor  its  legislative  history  con¬ 


tains  any  explicit  requirement  to  bal¬ 
ance  the  degree  or  nature  of  the 
hazard  against  the  effect  of  reducing 
the  hazard  on  the  cost,  utility  or  avail¬ 
ability  of  the  product,  the  requirement 
that  CPSC  find  that  “protection  of 
the  public  health  and  safety  can  be 
adequately  served  only  by  (banning) 
the  substance”  recognizes  that  the  less 
stringent  alternative  of  labeling  must 
be  considered  before  the  Commission 
bans  a  substance.  If  CPSC  finds  that 
the  continued  distribution  for  house¬ 
hold  use  of  the  hazardous  substance 
presents  an  imminent  hazard  to  the 
public  health,  the  agency  may  publish 
a  notice  of  such  finding  in  the  Federal 
Register,  thus  banning  the  substance 
pending  completion  of  the  rulemaking 
proceeding. 

(c)  Relationship  to  other  statutory 
authorities.  Under  the  CPSA,  CPSC  is 
required  to  defer  to  OSHA  if  risks  can 
be  adequately  reduced  by  that  agency, 
to  EPA  if  a  risk  can  be  reduced  under 
the  Clean  Air  Act  and  to  FDA  with  re¬ 
spect  to  radiation  emitted  from  elec¬ 
tronic  products.  Foods,  drugs  and  cos¬ 
metics  are  among  the  products  ex¬ 
cluded  from  the  CPSC’s  jurisdiction 
under  the  FHSA  and  CPSA.  The  Toxic 
Substances  Control  Act  (TSCA)  vests 
EPA  with  omnibus  authority  to  regu¬ 
late  all  aspects  of  the  production,  dis¬ 
tribution  and  use  of  toxic  substances. 
This  authority  is  concurrent  with  the 
Commission’s  authority  to  regulate 
such  substances  in  consumer  products. 
Section  9  of  TSCA  (15  U.S.C.  2608) 
prescribes  a  complex  scheme  under 
which  the  EPA  Administrator,  in  his 
or  her  discretion,  may  refer  risks  asso¬ 
ciated  with  toxic  substances  to  other 
agencies,  including  CPSC,  if  they  can 
be  more  adequately  addressed  under  a 
statute  administered  by  the  other 
agency. 

(d)  Imminent  hazards.  (1)  In  deter¬ 
mining  whether  to  exercise  its  author¬ 
ity  regarding  imminent  hazards,  de¬ 
scribed  above,  CPSC  will  consider:  (i) 
The  relative  certainty  of  the  scientific 
case  against  the  substance;  (ii)  The  ap¬ 
parent  potency  of  the  substance;  (iii) 
The  extent  of  consumer  exposure  to 
products  containing  the  substance  in¬ 
cluding,  (A)  The  number  and  kinds  of 
products;  (B)  The  amount  of  the  sub¬ 
stance  contained  in  the  products;  and 
(C)  To  the  extent  feasible,  the  amount 
of  the  substance  available  for  human 
uptake. 

(2)  In  addition  to  the  factors  set 
forth  above,  imminent  hazard  determi¬ 
nations  under  the  FHSA  (See  15 
U.S.C.  1 26 l(q)(  2 ) )  are  subject  to  regu¬ 
lations  issued  by  FDA  at  21  CFR  2.5. 

§  1040.5  Interagency  cooperation. 

Cooperation  among  the  Federal 
agencies  charged  with  protecting  the 
public  health  and  safety  from  risks  as¬ 
sociated  with  toxic  substances  is  clear¬ 
ly  essential  in  order  to  afford  the 


greatest  possible  protection  at  the 
least  cost  to  society.  CPSC,  EPA,  FDA, 
and  OSHA,  have  formed  the  Inter¬ 
agency  Regulatory  Liaison  Group  to 
achieve  this  goal  of  common  coopera¬ 
tion.  CPSC  also  participates  as  an 
agency  member  of  the  Toxic  Sub¬ 
stances  Strategy  Committee,  chaired 
by  the  Council  on  Environmental 
Quality. 

§  1040.6  Summary  of  principles  and  proce¬ 
dure  for  classification,  evaluation,  and 
regulation  of  carcinogens. 

(a)  In  order  to  ensure  that  rapid,  ef¬ 
fective  and  responsible  regulation 
ensues  in  appropriate  cases,  and  that 
consistent  criteria  will  be  applied,  the 
following  internal  procedural  guide¬ 
lines  are  established.  These  guidelines 
describe  a  four-step  process  to  be  used 
by  CPSC  for:  The  preliminary  screen¬ 
ing  of  substances  about  which  a  ques¬ 
tion  of  carcinogenicity  has  been  raised; 
the  classification  of  those  substances 
used  in  consumer  products;  the  evalua¬ 
tion  of  consumer  products  containing 
classified  substances;  and  a  determina¬ 
tion  as  to  any  regulatory  action  to  be 
taken  regarding  those  products.  This 
document  does  not  address  the  proce¬ 
dure  CPSC  staff  may  use  in  seeking 
out  and  identifying  potentially  car¬ 
cinogenic  substances.  To  date,  the 
agency  has  had  to  assume  a  predomi¬ 
nantly  reactive  posture  with  respect  to 
carcinogenic  and  other  chronic  haz¬ 
ards.  Petitions,  consumer  complaints, 
interagency  referrals,  etc.,  have  con¬ 
sumed  all  available  staff  resources. 
The  Commission  is  now  attempting  to 
develop  an  internal  system  for  identi¬ 
fying  chronic  hazards  needing  investi¬ 
gation. 

(b)  Preliminary  screening.  The  first 
step  in  addressing  substances  about 
which  a  question  of  carcinogenicity 
has  been  raised  is  a  preliminary 
screening  conducted  by  the  staff.  The 
purpose  of  this  screening  is  to  deter¬ 
mine  whether  CPSC  has  jurisdiction 
or  authority  to  act.  During  this  stage, 
a  determination  is  made  whether 
there  is  reason  to  believe  the  sub¬ 
stance  is  present  in  any  consumer 
products  subject  to  CPSC  jurisdiction 
or  whether  the  agency  need  not  act 
because  another  agency  is  adequately 
dealing  with  the  potential  hazard. 

(c)  Classification.  (1)  When  it  is  de¬ 
termined  that  the  substance  may  be 
present  in  one  or  more  consumer  prod¬ 
ucts  subject  to  CPSC  jurisdiction,  the 
next  step  is  the  classification  of  this 
substance  based  on  the  type  and  qual¬ 
ity  of  the  available  test  data  and  stud¬ 
ies.  CPSC  recognizes  that  the  question 
of  what  presents  a  carcinogenic  risk  to 
humans  is  highly  controversial.  Scien¬ 
tists  do  not  agree  on  the  mechanisms 
of  carcinogenesis.  Many  gaps  remain 
in  our  knowledge  of  the  causes,  pre¬ 
vention  and  cure  of  cancer.  However, 
the  Commission  believes  it  is  not  con- 
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sistent  with  its  mission  to  protect  the 
public  health  to  wait  for  years  to  re¬ 
solve  these  issues  scientifically  with¬ 
out  a  policy  and  system  for  the  regula¬ 
tion  of  those  substances  in  consumer 
products  for  which  there  is  evidence  of 
a  carcinogenic  risk. 

(2)  The  Commission  therefore  will 
use  a  system  for  the  classification  of 
such  substances  into  four  categories, 
based  on  the  available  data  that  the 
substances  present  carcinogenic  risks 
to  humans.  The  first  category  (Catego¬ 
ry  A)  will  contain  substances  for 
which  there  is  strong  evidence  of  car¬ 
cinogenicity.  The  second  category 
(Category  B)  will  contain  those  sub¬ 
stances  for  which  the  evidence  is  sug¬ 
gestive  but  not  as  strong.  The  third 
category  (Category  C)  will  contain  two 
types  of  substances.  First,  it  will  con¬ 
tain  substances  about  which  a  ques¬ 
tion  has  been  raised  regarding  the  po¬ 
tential  carcinogenic  hazard  to  humans, 
but  for  which  there  is  very  limited  evi¬ 
dence  of  carcinogenicity.  Second,  it 
will  contain  substances  belonging  to 
classes  or  families  of  chemicals  where 
many  members  of  the  class  or  family 
have  been  shown  to  be  carcinogenic. 
CPSC  believes  that  substances  belong¬ 
ing  to  such  a  class  or  family  require 
further  testing  if  the  substance  is  or 
may  become  widely  used  in  consumer 
products.  The  fourth  category  (Cate¬ 
gory  D)  will  contain  substances  which 
had  been  previously  classified  as 
either  A,  B  or  C  but  for  which  the  ex¬ 
isting  evidence  does  not  indicate  car¬ 
cinogenic  potential  at  the  time  of  re¬ 
classification. 

(3)  CPSC  recognizes  that  new  infor¬ 
mation  about  classified  substances  will 
likely  be  developed  as  a  result  of  fur¬ 
ther  testing  and  investigation.  There¬ 
fore,  the  classification  determinations 
under  this  policy,  particularly  in  Cate¬ 
gory  B  and  C,  will  be  subject  to 
change.  In  order  to  insure  that  sub¬ 
stances  are  classified  on  the  basis  of 
the  most  current  information,  the 
classification  of  all  substances  under 
this  policy  will  be  subject  to  periodic 
review  and  reaffirmation  or  adjust¬ 
ment  by  the  Commission.  Individual 
substances  may  be  reclassified  by  the 
Commission  on  an  ad  hoc  basis  should 
the  need  arise. 

(d)  Evaluation  of  products  contain¬ 
ing  classified  substances.  The  next 
step  in  the  Commission’s  procedural 
guidelines  provides  for  evaluation  of 
products  containing  classified  sub¬ 
stances.  This  includes  an  evaluation  of 
the  factors  to  be  considered  by  CPSC 
in  determining  the  nature  and  extent 
of  any  regulatory  action  that  should 
be  taken,  including  such  factors  as  the 
extent  to  which  products  containing 
the  substance  are  used  and  by  whom; 
the  potency  of  the  substance,  poten¬ 
tial  for  human  uptake,  the  probable 
effect  of  regulation  on  the  hazard;  and 
the  social  and  economic  impact  of  the 
regulation. 


RULES  AND  REGULATIONS 

(e)  Regulatory  treatment  of  products 
containing  Category  A  substances. 
This  step  includes  the  selection  of  the 
appropriate  regulatory  strategy,  in¬ 
cluding  both  identification  of  the  ap¬ 
propriate  statutory  authority  and  the 
specific  remedial  action  required. 

(f)  CPSC  action  regarding  products 
containing  Category  B,  C,  and  D  sub¬ 
stances.  Generally,  CPSC’s  policy  will 
be  to  make  every  reasonable  effort  to 
see  that  Category  B  substances  receive 
further  testing.  Pending  the  comple¬ 
tion  of  additional  tests,  CPSC  may 
take  appropriate  steps  to  warn  the 
public  of  the  possibility  of  consumer 
risks  by  methods  such  as  requiring 
manufacturers  to  make  health  and 
safety  information  available  to  con¬ 
sumers.  The  CPSC  may  take  similar 
steps  for  Category  C  substances  which 
are  or  may  become  widely  used  in  con¬ 
sumer  products.  The  CPSC  will  not 
take  action  on  Category  D  substances 
other  than  to  maintain  records  and 
update  information  on  available  test 
data  and  studies. 

(g)  Adjustments  to  the  policy.  CPSC 
recognizes  that  from  time  to  time,  ad¬ 
justments  to  this  policy  may  be  neces¬ 
sary  to  reflect  significant  new  scientif¬ 
ic  information,  legal  and  policy  devel¬ 
opments  and  interagency  regulatory 
initiatives. 

Subpart  B — Preliminary  Screening 

§  1040.11  Scope  of  preliminary  screening. 

When  information  comes  to  the  at¬ 
tention  of  the  Commission  or  its  staff 
concerning  a  substance  about  which  a 
question  of  carcinogenicity  is  raised,1 
the  staff  on  its  own  initiative  shall 
conduct  a  preliminary  screening  of 
readily  available  data.  The  chief  pur¬ 
pose  of  this  screening  is  to  establish 
whether  there  is  reason  to  believe  the 
substance  is  present  in  any  consumer 
products  subject  to  CPSC  jurisdiction 
before  initiating  additional  analyses 
and  evaluation  involving  substantial 
expenditure  of  resources.  In  addition, 
this  process  may  reveal  cases  in  which 
the  risk  to  the  public  health  and 
safety  posed  by  a  substance  is  being 
adequately  reduced  by  another 
agency.  The  only  criteria  for  not  pro¬ 
ceeding  beyond  this  stage  are  the  ab¬ 
sence  of  consumer  products  containing 
the  substance  or  action  by  another 
agency.  Questions  of  potential  carcino¬ 
genicity,  human  uptake,  exposure,  etc. 
will  be  addressed  at  a  later  point  in 
the  process. 


•The  Commission  or  its  staff  currently  re¬ 
ceives  information  concerning  possible  car¬ 
cinogens  primarily  from  interagency  refer¬ 
rals  from  testing  agencies  such  as  the  Na¬ 
tional  Cancer  Institute,  and  from  regulatory 
agencies  such  as  EPA,  and  from  petitions. 
The  staff  will  also  monitor  the  medical  and 
scientific  literature  for  indications  of  new 
risks. 


25661 

§  1040.12  Procedure. 

(a)  The  staff  will  periodically  notify 
the  Commission,  in  writing,  of  the  re¬ 
ceipt  of  the  information  referred  to  in 
§  1040.11  and  set  forth  a  time  schedule 
for  the  preliminary  screening  and  if 
warranted,  the  subsequent  classifica¬ 
tion  of  the  substance  and  evaluation 
of  products  containing  the  substance. 
The  Commission  may  revise  the  time 
schedule,  as  it  deems  appropriate. 

(b)  In  the  preliminary  screening,  the 
staff  will  collect  and  assemble  readily 
available  data  on  the  uses  of  the  sub¬ 
stance  in  consumer  products  under 
CPSC  jurisdiction  and  determine  if  an¬ 
other  agency  is  addressing  possible 
risks  of  injury  presented  by  such  prod¬ 
ucts.  The  staff  will  notify  thedCommis- 
sion,  by  memorandum,  only  if  one  of 
the  criteria  for  not  proceeding  further 
applies.  Otherwise,  the  staff  will  pro¬ 
ceed  to  the  classification  stage  of  the 
process.  The  order  in  which  the  staff 
will  classify  substances  will  be  based 
on  priority  criteria  that  will  be  devel¬ 
oped  and  approved  by  the  Commis¬ 
sion. 

Subpart  C — Classification 

§  1040.21  Scope  and  principles  of  classifi¬ 
cation. 

(a)  Scope.  After  the  initial  screening 
and  the  determination  that  a  sub¬ 
stance  may  be  present  in  consumer 
products  subject  to  CPSC  jurisdiction, 
the  staff *  will  classify  the  substance 
into  one  of  four  categories  based  on 
the  existing  evidence  that  the  sub¬ 
stance  is  a  possible  human  carcino¬ 
gen.* 

(b)  Principles.  In  analyzing  the  evi¬ 
dence  regarding  potential  carcinogen¬ 
icity,  the  staff  will  be  guided  by  the 

/  following  general  principles: 

(1)  Human  studies— (. i)  Use  and  limi¬ 
tations.  Epidemiological  studies  of 
human  populations  can  provide  strong 
evidence  of  a  relationship  between  ex¬ 
posure  to  substances  and  disease. 
Human  studies  can  provide  direct  data 
about  such  factors  as  sensitivity  and 
metabolism,  route  and  length  of  expo¬ 
sure,  latency  periods  and  spontaneous 
tumor  rates.  On  the  other  hand, 
human  epidemiological  studies  almost 


*In  addition  to  its  own  scientific  staff,  the 
agency  may  seek  out  expert  advice  by  re¬ 
taining  consultants  or  establish  a  panel  of 
experts  from  relevant  disciplines  such  as 
toxicology,  medicine,  pathology,  chemistry, 
biometry,  and  epidemiology.  Establishment 
of  such  a  panel  will  be  governed  by  the  Fed¬ 
eral  Advisory  Committee  Act  (5  U.S.C.  App. 
I,  §  1  el  seq. ).  These  experts  may  be  available 
to  the  Commission  staff  as  necessary  to 
evaluate  the  available  data  and  test  results, 
in  terms  of  the  quality,  adequacy  and  inter¬ 
pretation  of  experimental  and  epidemiolog¬ 
ical  data. 

*In  the  classification  phase  the  staff  will 
not  be  limited  to  readily  available  data.  Full 
literature  searches  and  consultations  with 
experts  in  the  field  may  be  conducted. 
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never  establish  a  direct  cause  and 
effect  relationship  between  exposure 
to  a  substance  and  disease.  Amount  of 
exposure  is  generally  estimated  and 
the  study  group  is  usually  exposed  to 
a  variety  of  substances  as  well  as  being 
affected  by  other  factors.  Further, 
since  the  study  group  is  virtually 
always  selected  retrospectively,  experi¬ 
mental  conditions  cannot  be  con¬ 
trolled.  Nevertheless,  while  questions 
may  be  raised  concerning  human  stud¬ 
ies,  CPSC  will  regard  positive  results 
in  sound  epidemiological  studies  as  re¬ 
liable  indicators  of  carcinogenicity  in 
humans. 

(ii)  Positive  versus  negative  results. 
For  the  reasons  set  forth  below,  the 
agency  will  not  rely  on  negative  re¬ 
sults  in  epidemiological  studies  to  es¬ 
tablish  the  safety  of  substances.  The 
latency  period  between  exposure  to 
carcinogenic  substances  and  the  onset 
of  disease  can  vary  from  five  to  forty 
years.  Given  this  latency  period,  CPSC 
believes  that  the  basic  type  of  cohort 
or  case  control  study,  which  must  be 
conducted  retrospectively,  is  more 
likely  to  provide  false  negative  than 
false  positive  results.  Follow-up  time 
may  simply  have  been  too  short  to 
cover  individual  susceptibilities  in  la¬ 
tency  period  for  the  cohort  study.  For 
the  case-control  study,  the  latency 
period  may  be  too  long  to  adequately 
evaluate  exposure.  Thus,  a  chemical 
that  appears  safe  for  human  exposure 
on  the  basis  of  negative  results  may 
subsequently  be  demonstrated  to 
cause  cancer.  The  latency  period  also 
creates  special  problems  when  young 
children  are  exposed  to  a  carcinogenic 
substance  because  more  time  will  be 
available  during  their  lives  for  disease 
to  manifest  itself. 

(2)  Animal  studies,  (i)  With  the  pos¬ 
sible  exception  of  arsenic  and  benzene 
(still  under  study)  all  chemical  sub¬ 
stances  or  mixtures  that  have  been 
shown  to  be  carcinogenic  in  humans  as 
a  result  of  epidemiological  studies 
have  also  been  shown  to  be  carcino¬ 
genic  in  experimental  animals.  Howev¬ 
er,  because  of  the  difficulty  in  obtain¬ 
ing  epidemiological  data,  there  is  often 
no  evidence  as  to  whether  a  chemical 
that  has  been  shown  to  be  carcinogen¬ 
ic  in  animals  is  also  carcinogenic  in 
humans.  Nevertheless,  prudence  re¬ 
quires  an  assumption  that  such  chemi¬ 
cals  pose  a  risk  of  cancer  to  humans. 
This  principle  has  been  recognized  and 
applied  by  a  number  of  Federal  agen¬ 
cies,  including  CPSC  in  its  interpreta¬ 
tion  of  the  FHSA  as  banning  TRIS  in 
children’s  sleepwear,  and  has  been  af¬ 
firmed  by  the  courts.  It  is  set  forth  in 
the  “General  Criteria  for  Assessing 
the  Evidence  for  Carcinogenicity  for 
Chemical  Substances,”  recently  pro¬ 
posed  for  the  National  Cancer  Insti¬ 
tute  by  the  Subcommittee  on  Environ¬ 
mental  Carcinogenesis  of  its  National 
Cancer  Advisory  Board  ("NCAB 
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Report”)  58  J.  Nat.  Cancer  Inst.  461 
(Feb.  1977).  The  staff  will  be  generally 
guided  by  the  NCAB  Report  in  assess¬ 
ing  experimental  conditions  and  the 
kinds  of  statistically  significant 
changes  in  tumor  incidence  that  may 
be  used  to  characterize  carcinogenic 
potential. 

(ii)  More  specifically,  CPSC  will  rely 
on  the  following  concepts  in  evaluat¬ 
ing  animal  studies  for  purposes  of  clas¬ 
sification: 

(A)  Mammalian  species.  CPSC  gen¬ 
erally  will  rely  only  upon  results 
found  in  testing  mammalian  species  as 
opposed  to  reptiles,  fish,  etc.  As  a 
practical  matter,  small  mammals  such 
as  hamsters,  rats  and  mice  will  be  the 
test  animals  of  choice,  because  of  their 
convenience,  relatively  low  cost,  and 
susceptibility  to  agents  known  to  be 
carcinogenic  to  humans. 

(B)  Positive  versus  negative  results. 
In  general,  positive  results  in  tests 
with  experimental  animals,  if  obtained 
under  sound  experimental  conditions 
and  with  proper  statistical  confirma¬ 
tion,  should  supersede  negative  re¬ 
sults.  Further,  because  of  interspecies 
variations  in  susceptibility,  negative 
results  in  one  species  should  not  de¬ 
tract  from  the  significance  of  clearly 
positive  results  obtained  in  another 
species.  Moreover,  because  of  the  in¬ 
herent  difficulties  in  epidemiological 
studies,  sound  positive  animal  data 
should  generally  supersede  negative 
human  data. 

(C)  Testing  at  high  dose.  Testing  of 
chemicals  at  high  exposure  levels,  at 
or  approaching  the  maximum  tolerat¬ 
ed  dose  level,  is  employed  to  compen¬ 
sate  for  the  limited  number  of  animals 
available  for  long  term  bioassays  and 
CPSC  will  consider  results  in  such 
tests  reliable  indicators  of  carcinogen¬ 
icity. 

(D)  Organ  specificity.  In  some  in¬ 
stances  the  site  of  cancer  seen  in  labo¬ 
ratory  animals  is  often  the  same  as 
that  recorded  in  human  epidemiolog¬ 
ical  studies.  In  others,  the  site  is  dif¬ 
ferent.  Therefore,  the  Commission  will 
not  presume  that  the  organ  affected 
in  animal  studies  will  necessarily  be 
the  same  as  that  in  humans. 

(E)  Benign  tumors.  CPSC  proposes 
placing  the  same  weight  on  the  results 
of  animal  experiments  in  which  only 
benign  tumors  are  observed,  as  upon 
experiments  in  which  both  malignant 
and  benign  tumors  are  observed.  Al¬ 
though  historically  a  distinction  has 
been  drawn  between  the  two  kinds  of 
tumors,  considerations  such  as  the 
fact  that  benign  tumors  are  hazardous 
without  progressing  to  malignant 
stages,  and  the  lack  of  any  basis  for 
determining  which  benign  tumors  may 
or  may  not  progress  to  the  malignant 
stage,  have  led  agencies  and  expert 
committees  to  be  more  cautious.  Thus, 
in  the  instances  where  benign,  but  not 
malignant,  tumors  are  observed,  CPSC 


will  give  these  results  the  same  weight 
as  tests  resulting  in  malignant  tumors. 

(F)  Increased  incidence  of  spontane¬ 
ous  tumors.  CPSC  recognizes  that  cer¬ 
tain  animal  strains  have  high  and  vari¬ 
able  spontaneous  incidence  of  tumors 
in  one  or  more  organs.  An  example  is 
the  incidence  of  liver  tumors  in  certain 
strains  of  mice.  Even  in  cases  where 
the  spontaneous  tumor  incidence  is 
high,  however,  positive  inferences  can 
be  drawn  from  a  decrease  in  the  laten¬ 
cy  period  or  an  increase  in  the  number 
of  tumors  per  animal.  Accordingly, 
CPSC  proposes  to  interpret  the  results 
of  experiments  showing  a  statistically 
significant  increased  incidence  of 
tumors,  or  a  statistically  significant 
decreased  time  to  onset  of  tumors  in 
treated  animals  versus  controls  as 
positive  evidence  of  carcinogenicity, 
regardless  of  the  spontaneous  tumor 
incidence. 

(G)  Routes  of  exposure.  In  cases 
where  the  test  compound  adminis¬ 
tered  to  the  experimental  animals  is 
circulated  systemically,  giving  rise  to 
tumors  at  sites  other  than  the  point  of 
application,  it  seems  reasonable  to 
regard  the  route  of  administration  as 
immaterial  in  weighing  the  potential 
risks  to  humans.  Where  tumors  are  in¬ 
duced  only  at  the  site  of  administra¬ 
tion,  it  becomes  important  to  evaluate 
the  appropriateness  of  the  route  of  ex¬ 
posure  with  that  likely  to  occur  during 
use  of  the  consumer  products.  For  ex¬ 
ample,  this  evaluation  is  particularly 
important  in  those  cases  in  which  the 
only  tumors  observed  are  skin  tumors 
at  the  site  of  application,  but  consum¬ 
er  exposure  is  likely  to  be  through 
skin  contact. 

(iii)  In  relying  on  animal  studies  for 
purposes  of  classification,  CPSC  will 
ensure  that  tests,  to  the  extent  feasi¬ 
ble,  conform  to  the  guidelines  for 
design  of  chronic  toxicity  and  carcino¬ 
genicity  tests  set  forth  in  “Principles 
and  Procedures  for  Evaluating  the 
Toxicity  of  Household  Substances,” 
National  Academy  of  Sciences  (June 
1977)  (“NAS  Publication  1138”). 

(3)  Short-term  or  in  vitro  tests  for 
carcinogens,  (i)  CPSC  is  aware  that  a 
number  of  short-term  or  in  vitro  tests 
are  currently  being  developed  and 
appear  promising  as  part  of  a  screen¬ 
ing  system  for  potential  carcinogens  in 
humans  and  experimental  animals. 
The  development  of  such  tests  is  based 
on  the  assumption  that  cancer  can  be 
related  to  genetic  alterations  and  that, 
therefore,  detection  of  such  changes  is 
indicative  that  a  substance  may  have 
carcinogenic  potential.  The  various 
short-term  tests  are  discussed  more 
fully  in  NAS  Publication  1138,  cited 
above. 

(ii)  As  the  NCAB  report4  states, 
none  of  the  existing  short-term  tests 
can  be  used  to  establish  whether  a 


4  58  J.  Nat.  Cancer  Inst.  463. 
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compound  will  or  will  not  be  carcino¬ 
genic  in  humans  or  experimental  ani¬ 
mals.  Therefore,  CPSC  concludes  at 
this  time  that  positive  results  in  such 
tests  without  confirmation  in  animal 
species  or  in  humans  will  not  support 
a  decision  to  ban  or  limit  the  use  of 
the  substance  in  consumer  products  on 
the  basis  of  its  suspected  carcinogen¬ 
icity.  However,  in  view  of  the  fact  that 
positive  results  in  these  tests  suggest 
the  need  for  testing  of  the  substance 
in  long  term  bioassays.  CPSC  will  con¬ 
sider  as  possible  options:  performing, 
requiring  or  encouraging  further  test¬ 
ing  of  such  substances,  and  requiring 
recordkeeping  and  submission  of  tech¬ 
nical  data  to  the  agency. 

(4)  Classes  or  families  of  chemicals. 
CPSC  believes  that  substances  belong¬ 
ing  to  a  class  or  family  of  chemicals, 
many  members  of  which  have  been 
shown  to  be  carcinogenic,  should  be 
subject  to  further  testing  if  they  are 
presently  or  will  become  widely  used 
in  consumer  products. 

(5)  Threshold  limits.  CPSC  concludes 
that  threshold  limits  for  exposure  to 
carcinogens  below  which  it  can  be  said 
there  is  no  effect  have  yet  to  be  estab¬ 
lished.  While  CPSC  recognizes  that  re¬ 
lationships  between  dose  and  response 
have  been  identified  for  a  number  of 
carcinogens  and  generally  these  seem 
to  follow  traditional  curves,  with  re¬ 
sponse  increasing  with  increasing  dose, 
no  threshold  has  yet  been  identified 
below  which  a  carcinogen  has  no 
effect.  The  nature  of  the  dose-re¬ 
sponse  relationship  and  the  existence 
of  thresholds  have  been  discussed  by 
many  experts  in  the  field  of  cancer  re¬ 
search  and  they  are  substantially  in 
agreement  that  dose-response  data 
cannot  be  used  to  set  no-effect  levels 
for  exposure  to  chemical  carcinogens. 
Moreover,  CPSC  must  consider  vary¬ 
ing  individual  susceptibilities  within 
the  heterogeneous  human  population. 
This  contrasts  with  the  homogeneous 
strains  of  animals  used  in  tests  and 
the  relative  homogeneity  of  defined 
human  study  groups.  Thus,  once  a  pre¬ 
sumption  of  carcinogenicity  has  been 
established  for  a  substance,  any  expo¬ 
sure  to  the  substance  must  be  consid¬ 
ered  to  be  attended  by  some  risk  when 
considering  any  given  population. 

§  1040.22  Description  of  categories. 

CPSC  recognizes  that  any  assess¬ 
ment  of  carcinogenic  risk  must  ulti¬ 
mately  rest  upon  the  best  judgment  of 
individuals  expert  in  evaluating  and 
interpreting  the  data  derived  from  ex¬ 
perimental  studies  and  human  obser¬ 
vations.  However,  guidance  is  neces¬ 
sary  to  structure  such  findings  and 
assure  consistency  of  regulatory  treat¬ 
ment.  Such  guidance  is  provided  in  the 
following  criteria  for  classifying  sub¬ 
stance  based  on  the  conclusions 
reached  from  the  existing  data. 

(a)  Category  A.  This  category  con¬ 
sists  of  those  substances  for  which 


there  is  strong  evidence  of  carcinogen¬ 
icity.  This  evidence  may  come  either 
from  human  epidemiological  studies, 
long  term  animal  studies,  a  combina¬ 
tion  of  long  term  animal  studies  and 
in  vitro  testing,  or  other  information 
provided  by  the  staff  which  the  Com¬ 
mission  regards  as  compelling  evidence 
of  carcinogenicity.  Specifically,  a  sub¬ 
stance  will  be  classified  as  Category  A 
if: 

(1)  The  National  Cancer  Institute 
has  issued  a  finding  that  the  sub¬ 
stance  is  an  animal  or  human  carcino¬ 
gen;  or 

(2)  The  substance  either  significant¬ 
ly  increases  the  incidence  or  reduces 
the  time  onset  of  benign  or  malig¬ 
nant  neoplasms  in  humans  in  the  ex¬ 
posed  versus  nonexposed  group;  or 

(3)  (i)  The  administration  of  the  sub¬ 
stance  to  groups  of  animals  in  well  de¬ 
signed  and  soundly  conducted  experi¬ 
ments  significantly  increases  the  inci¬ 
dence  or  reduces  the  time  to  onset  of 
one  or  more  types  of  benign  or  malig¬ 
nant  neoplasms  in  the  treated  groups 
as  compared  to  control  groups  main¬ 
tained  under  identical  conditions  but 
not  given  the  test  compound. 

<ii)  Ordinarily,  the  results  referred 
to  in  paragraph  (3)0)  of  this  section 
must  follow  from  systemic  distribution 
of  the  substance  and  must  be  obtained 
in  either:  (A)  Two  species  of  test  ani¬ 
mals;  (B)  One  species  of  test  animal 
when  replicated  in  a  second  experi¬ 
ment  using  independent  control 
groups;  (C)  One  species  of  test  animal 
when  supported  by  a  battery  of  well 
designed  and  soundly  conducted  rele¬ 
vant  short-term  tests,  such  as  assays 
for:  Neoplastic  transformation  of 
mammalian  cells  in  Culture;  mutagene¬ 
sis  in  mammalian  somatic  cells;  muta¬ 
genesis  in  bacteria,  yeast,  drosophila 
melanogaster  or  other  appropriate  cell 
systems;  or  the  induction  of  DNA 
damage  and  repair;  or 

(4)  The  Commission  finds  that  there 
is  other  evidence  sufficiently  compel¬ 
ling  to  warrant  classifying  the  sub¬ 
stance  as  Category  A.  For  example,  on 
the  basis  of  a  staff  analysis  that  the 
results  constitute  sufficiently  strong 
evidence  of  carcinogenicity,  the  Com¬ 
mission  may,  in  its  discretion,  classify 
a  substance  as  Category  A  based  on  a 
single,  unreplicated  long  term  animal 
study. 

(b)  Category  B.  This  category  will 
consist  of  those  substances  for  which 
the  evidence  of  carcinogenicity  is  sug¬ 
gestive  that  a  risk  to  humans  exists.  A 
substance  will  be  classified  as  Catego¬ 
ry  B  if: 

(1)  Human  or  animal  data  are  sug¬ 
gestive  but  not  conclusive  of  carcino¬ 
genicity  because  they  are  statistically 
inconclusive  or  methodologically  defi¬ 
cient  but  nonetheless  tend  to  support 
a  finding  of  carcinogenicity;  or 

(2)  Positive  results  exist  in  one  or 
more  short-term  tests  but  have  not 


been  confirmed  by  positive  data  from 
either  human  studies  or  long-term 
animal  experiments;  or 

(3)  Positive  results  exist  in  only  one 
unreplicated  long  term  animal  test  the 
results  of  which  are  not  sufficiently 
compelling  to  warrant  classification  as 
Category  A,  and  are  not  supported  by 
a  battery  of  positive  results  in  short¬ 
term  test: 

(c)  Category  C.  This  category  will 
consist  of  substances  which  are  mem¬ 
bers  of  a  class  or  family  of  chemicals, 
many  members  of  which  are  known  to 
be  carcinogens.  It  also  consists  of 
other  substances  about  which  a  ques¬ 
tion  has  been  raised  regarding  the  po¬ 
tential  carcinogenic  hazard  to  humans, 
but  for  which  the  evidence  is  very  lim¬ 
ited. 

(d)  Category  D.  This  category  will 
consist  of  substances  which  had  been 
previously  classified  as  either  A,  B  or 
C,  but  for  which  the  existing  evidence 
does  not  indicate  carcinogenic  poten¬ 
tial  at  the  time  of  re-classification. 

§  1040.23  Commission  review  of  staff  clas¬ 
sification. 

AftTer  the  classification  has  been  ini¬ 
tially  determined  by  the  staff,  the 
staff  will  prepare  a  briefing  package 
and,  where  necessary,  a  Federal  Reg¬ 
ister  notice,  summarizing  the  infor¬ 
mation  and  the  opinions  of  the  staff 
and  others  who  assisted  in  determin¬ 
ing  the  classification.  At  the  same 
time,  the  staff  will  bring  to  the  Com¬ 
mission’s  attention  any  evidence  which 
it  believes  the  Commission  might  find 
sufficiently  compelling  to  exercise  its 
discretion  under  §  1040.22(a)(4).  The 
Commission  will  expeditiously  consid¬ 
er  the  information  furnished  by  the 
staff  and  any  other  information  and 
data  it  deems  relevant  and  appropriate 
and  will  approve  the  staff  recommen¬ 
dation  or  make  such  changes  as  the 
Commission  determines  are  appropri¬ 
ate  and  necessary.  The  provisional 
classification  of  a  substance  into  Cate¬ 
gory  A  or  B  will  be  published  for 
public  comment  in  the  Federal  Regis¬ 
ter.  Comment  will  also  be  requested 
on  the  distribution  and  use  of  the  sub¬ 
stance  in  consumer  products  and  the 
availability  of  the  substance  for 
human  uptake.  Any  comments  re¬ 
ceived  will  be  analyzed  by  the  staff  to 
determine  if  significant  questions  are 
raised  concerning  the  correctness  of 
classification.  If,  in  the  opinion  of  the 
Executive  Director  or  his  or  her  desig¬ 
nee,  significant  questions  are  raised, 
the  issues  will  be  brought  before  the 
Commission  for  resolution.  If  the  sub¬ 
stance  is  classified  as  Category  A,  the 
Commission,  in  accordance  with  as¬ 
signed  priorities  (see  §1040.31),  will 
direct  the  staff  to  proceed  with  the 
evaluation  phase  while  awaiting  reso¬ 
lution  by  the  Commission  of  any  sig¬ 
nificant  questions  raised  by  the  public 
comments. 
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Subpart  D — Staff  Evaluation  and 

Commission  Appraisal  of  Products 

Containing  Classified  Substances 

§  1040.31  Priorities  for  staff  evaluation 
and  Commission  appraisal. 

In  determining  the  order  in  which 
products  containing  classified  sub¬ 
stances  will  be  evaluated  by  the  staff, 
the  Commission  recognizes  that  it  may 
need  to  set  priorities  among  sub¬ 
stances.  Generally,  priority  will  be 
based  on  the  relative  certainty  of  the 
evidence  concerning  the  substance  (i.e. 
the  category  to  which  it  is  assigned), 
the  apparent  potency  of  the  sub¬ 
stance,5  the  extent  of  consumer  expo¬ 
sure  to  products  containing  the  sub¬ 
stance,  including  the  approximate 
number  of  products  and  the  amount  of 
the  substance  contained  in  each,  and 
the  potential  for  human  uptake.  This 
may  lead  in  some  cases  to  the  alloca¬ 
tion  of  resources  to  the  investigation 
and  possible  regulation  of  high  prior¬ 
ity  Category  B  or  C  substances  rather 
than  low  priority  Category  A  sub¬ 
stances. 

§  1040.32  Guidelines  and  procedures  for 
staff  evaluation  and  Commission  ap¬ 
praisal. 

(a)  Guidelines.  In  accordance  with 
Commission  assigned  priorities,  as  dis¬ 
cussed  in  §  1040.31,  the  staff  will  pre¬ 
pare,  for  each  Category  A  substance, 
and  in  certain  appropriate  cases,  for 
Category  B  or  C  substances,  an  evalua¬ 
tion  of  products  contain  the  substance 
for  the  use  of  the  Commission  in  con¬ 
sidering  the  nature  and  extent  of  any 
regulatory  action.  In  appraising  the 
staff  evaluation,  the  Commission  will 
be  guided  by  the  Statement  of  Gener¬ 
al  Policy  set  forth  in  §  1040.1 

(b)  Procedure.  There  may  be  two 
stages  of  staff  evaluation  of  products 
containing  classified  substances. 

(1)  First  stage  evaluation.  In  the 
first  stage,  the  staff  will  supply  only 
the  data  and  analysis  which  can  be  de¬ 
veloped  adequately  within  a  minimum 
amount  of  time.  The  staff  will,  as  ex¬ 
peditiously  as  possible,  prepare  a 
report  and  brief  the  Commission  on 
the  results  of  the  preliminary  analysis. 
After  reviewing  the  report,  the  Com¬ 
mission  will  decide  either  to  consider 
regulatory  action,  or  to  proceed  with  a 
second  level  of  staff  evaluation  and 
Commission  appraisal. 

(2)  Second  stage  evaluation.  The 
Commission  will  direct  the  staff  to 
prepare  a  second  level  of  analysis  only 
when  the  first  indicates  that  unre¬ 
solved  questions  are  serious  enough  to 
warrant  further  exploration.  The 
Commission  will  provide  the  staff  with 


5  Potency  should  be  estimated  using 
human  data  or,  where  that  is  not  available, 
using  dose  response  data  for  the  most  sensi¬ 
tive  animal  species  in  which  the  substance 
has  been  tested. 


guidance  as  necessary  on  specific  prob¬ 
lems  to  be  covered  in  the  second  stage 
analysis.  Thus,  the  second  stage  analy¬ 
sis  need  not  expand  on  every  factor 
considered  in  the  first  stage,  but  only 
those  where  substantial  uncertainties 
remain.  The  staff  will  prepare  a  report 
and  brief  the  Commission  on  the  re¬ 
sults  of  the  second  stage  analysis.  Reg¬ 
ulatory  action  will  then  be  considered. 

§  1040.33  Factors  considered  in  staff  eval¬ 
uation  and  Commission  appraisal. 

The  factors  set  forth  below  will  be 
considered  by  the  staff  and  the  Com¬ 
mission  in  evaluation  and  appraisal  of 
products  containing  Category  A  sub¬ 
stances  and  in  certain  „  appropriate 
cases,  products  containing  Category  B 
or  C  substances: 

(a)  Exposure.  The  staff  evaluation 
shall  consider,  to  the  extent  warranted 
by  the  particular  circumstances  of 
each  case,  the  following  information 
on  exposure:  (1)  Products  and/or 
classes  of  products  in  which  the  sub¬ 
stance  appears;  (2)  ranges  or  levels  of 
concentration  and  forms  in  which  the 
substance  appears;  (3)  major  use  char¬ 
acteristics  of  the  products  as  they  may 
affect  routes  of  entry  into  the  body; 
(4)  intensity  or  duration  of  exposure 
of  the  public  to  a  substance;  (5) 
volume  of  products  in  consumer’s 
hands  and  the  distribution  chain;  and 
(6)  population  exposed,  including  high 
exposure  or  high  vulnerability  groups. 

(b)  Human  uptake.  The  staff  evalua¬ 
tion  shall  consider,  to  the  extent  war¬ 
ranted  by  the  particular  circumstances 
of  each  case,  the  factor  of  human 
uptake,  including  the  quantity  of  the 
substance  that  could  come  in  contact 
with  tissue  or  organs  under  reasonably 
foreseeable  conditions  of  product  use 
or  misuse.  This  analysis  may  take  into 
account  the  physical  and  chemical 
characteristics  of  the  substance  and 
the  product  in  which  it  appears,  in¬ 
cluding  solubility,  particle  size  for  aer¬ 
osols,  skin  penetration,  and  absorption 
rates. 

(c)  Substitutes.  The  staff  evaluation 
shall  consider,  to  the  extent  warranted 
by  the  particular  circumstances  of 
each  case,  the  availability,  adequacy 
and  comparative  costs  of  probable  sub¬ 
stitutes.  The  evaluation  should  also 
discuss  possible  hazards  of  probable 
substitutes,  including  toxicity. 

(d)  Potential  economic  and  social  ef¬ 
fects.  The  staff  evaluation  shall  con¬ 
sider,  to  the  extent  warranted  by  the 
particular  circumstances  of  each  case, 
the  following  information: 

(1)  The  need  of  the  public  for  the 
consumer  products  containing  the  sub¬ 
stance; 

(2)  The  probable  effect  of  regulation 
on  the  utility,  cost,  or  availability  of 
products  to  meet  the  need;  and 

(3)  Any  means  of  achieving  the  regu¬ 
latory  objective  while  minimizing  ad¬ 
verse  effects  on  competition  or  disrup¬ 


tion  or  dislocation  of  manufacturing 
and  other  commercial  practices. 

(e)  Environmental  assessment  To 
the  maximum  extent  possible,  the 
staff  evaluation  should  serve  as  the 
basis  for  CPSC’s  assessment  of  the 
effect  of  possible  regulatory  action  on 
the  environment. 

(f)  Interaction  of  risk  factors.  (1)  In 
estimating  the  risk  of  injury  or  illness 
presented  by  a  product  containing  a 
carcinogenic  substance,  it  is  important 
to  assess  the  interaction  of  several  fac¬ 
tors,  including  the  potency  of  the  car¬ 
cinogenic  substance,  the  exposure  to 
that  substance,  and  the  availability  of 
the  substance  for  human  uptake.  This 
assessment  of  the  risk  of  injury  or  ill¬ 
ness  will  generally  take  the  form  of  an 
estimate  based  on  reasonable  assump¬ 
tions  or  self-evident  circumstances. 

(2)  CPSC  recognizes  that  the  vary¬ 
ing  potency  of  chemical  carcinogens 
(in  comparable  animal  test  systems) 
can  elicit  responses  which  vary  by  as 
much  as  a  factor  of  10  million.  Like¬ 
wise,  exposure  patterns  of  products 
vary  widely  and  differences  often  exist 
between  routes  of  exposure  in  animal 
bioassays  and  actual  product  use.  Dif¬ 
ferences  in  human  uptake  patterns 
and  in  sensitivity  between  animal  and 
human  systems  are  also  factors  which,* 
to  a  lesser  degree,  affect  the  carcino¬ 
genicity  of  substances  to  humans. 

(3)  The  great  magnitude  of  the  dif¬ 
ferences  cited  above  suggests  that 
there  are  situations  in  which  it  is  de¬ 
sirable  to  estimate  quantitatively  the 
level  of  risk  presented  by  a  product 
using  mathematical  relationships  in¬ 
terrelating  estimates  of  exposure  con¬ 
ditions,  sensitivity,  and  human  uptake 
factors.  It  is  recognized,  however,  that 
these  quantitative  estimates  of  risk 
utilizing  mathematical  relationships 
have  varying  degrees  of  reliability,  de¬ 
pending  both  upon  the  data  and  the 
assumptions  involved.  This  is  especial¬ 
ly  so  when  extrapolating  from  doses 
sufficiently  high  to  produce  tumors  in 
animals  to  the  lower  doses  of  expected 
consumer  exposure. 

(4)  Accordingly,  quantitative  esti¬ 
mates  of  risk  may  be  used  by  CPSC  in 
making  judgments  as,  to  the  relative 
degree  of  risk  of  injury  or  illness  pre¬ 
sented  by  a  product  in  setting  prior¬ 
ities  for  regulatory  action. 

Subpart  E — Regulatory  Treatment  of 

Products  Containing  Category  A 

Substances 

§  1040.41  Regulatory  approach. 

(a)  As  stated  in  the  Statement  of 
General  Policy,  §  1040.1,  CPSC  will  not 
permit  known  carcinogens  to  be  inten¬ 
tionally  added  to  consumer  products  if 
they  can  be  absorbed,  inhaled  or  in¬ 
gested  into  the  human  system,  unless 
elimination  of  the  carcinogenic  sub¬ 
stance  would  result  in  unacceptable 
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economic  and  social  costs,  in  which 
case  CPSC  will  require  reduction  of 
the  substance  to  the  lowest  attainable 
level  until  reasonable  substitutes  are 
identified. 

(b)  Consequently,  it  is  reasonable  to 
assume  that  CPSC  will  act  to  ban,  or 
reduce  to  the  lowest  level  attainable, 
the  intentional  addition  to  a  consumer 
product  of  a  Category  A  substance. 
However,  the  timing  of  this  action  will 
depend,  as  discussed  in  §  1040.31,  on 
the  priority  accorded  the  substance  in 
comparison  with  other  substances. 
Products  containing  Category  A  sub¬ 
stances  assigned  a  low  priority  for  reg¬ 
ulatory  action  to  ban  or  limit  the  use 
of  the  substance,  may  be  subject  to  in¬ 
terim  regulatory  action  as  provided  in 
§  1040.51(b). 

§  1040.42  Effective  date,  recall  and  immi¬ 
nent  hazards. 

In  determining  the  effective  date  of 
a  ban,  as  well  as  the  need  to  exercise 
its  recall  or  imminent  hazard  authori¬ 
ty,  CPSC  will  seek  ways  to  minimize 
the  disruptive  effect  of  its  actions  on 
commerce  to  the  extent  consistent 
with  protection  of  public  health  and 
safety. 

§  1040.43  Public  participation. 

The  Commission  will  ensure  that  the 
public  is  involved  to  the  greatest  prac¬ 
ticable  extent  in  the  decision-making 
process  leading  to  the  regulation  of 
carcinogenic  risks.  The  public  has  the 
right,  under  the  CPSA,  to  furnish  to 
the  Commission  data,  views  and  argu¬ 
ments  in  writing  and  orally  on  pro¬ 
posed  consumer  product  safety  rules 
and  has  similar  procedural  rights 
under  the  FHSA.  In  addition,  where 
appropriate,  the  Commission  will  pro¬ 
vide  for  other  hearings  and  public 
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meetings  on  questions  of  regulation  of 
carcinogens. 

Subpart  F — Regulatory  Treatment  of 

Products  Containing  Category  B 

and  C  Substances 

§  1040.51  Regulatory  options. 

(a)  Testing.  Category  B  substances 
are  those  for  which  the  scientific  evi¬ 
dence  of  carcinogenicity  is  suggestive 
but  not  as  strong  as  that  for  Category 
A.  Category  C  substances  are  those 
about  which  a  question  of  carcinogen¬ 
icity  is  raised,  either  on  the  basis  of 
limited  evidence  or  membership  in  a 
family  or  class  of  chemicals,  many  of 
which  have  been  shown  to  be  carcino¬ 
genic.  Generally,  CPSC  will  make 
every  reasonable  ^effort  to  see  that 
substances  classified  as  Category  B 
and  C  receive  further  testing.® 

(b)  Interim  regulatory  action.  Pend¬ 
ing  the  completion  of  additional  tests, 
CPSC  may  consider  whether  interim 
regulatory  action  should  be  taken. 

(1)  Warning  statements.  Interim 
action  could  take  the  form  of  regula¬ 
tion  under  section  27(e)  of  the  CPSA 
requiring  manufacturers  to  make  in¬ 
formation  available  to  consumers  at 
point  of  sale,  including  requiring  an 
explicit  cautionary  statement  regard¬ 
ing  positive  results  of  any  tests  con¬ 
ducted  on  the  substance; 

(2)  Labeling.  CPSC  may  consider 
mandatory  labeling  of  products  con¬ 
taining  Category  B  and  C  substances. 


‘CPSC  may  require  manufacturers,  under 
the  provisions  of  section  27(e)  of  the  CPSC 
to  conduct  specific  tests  and  to  provide  it 
with  the  results  of  those  tests.  CPSC  may 
also  request  EPA  to  require  manufacturers 
to  supply  testing  data  under  the  Toxic  Sub¬ 
stances  Control  Act. 
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(See  e.g.,  section  27(e),  CPSA.  15 
U.S.C.  2076(e)  and  section  3(b)  FHSA 
(15  U.S.C.  1262(b)). 

(3)  Recordkeeping.  CPSC  may  con¬ 
sider  mandatory  recordkeeping  of  the 
production  and  distribution  of  prod¬ 
ucts  containing  Category  B  and  C  Sub¬ 
stances  under  section  16(b)  of  the 
CPSA  (15  U.S.C.  2065(b)). 

Subpart  G — Products  Containing 
Category  D  Substances 

§  1040.61  CPSC  Action. 

CPSC  will  monitor  sources  of  infor¬ 
mation  concerning  Category  D  sub¬ 
stances  and  maintain  any  data  re¬ 
ceived  in  order  to  determine  whether 
re-classification  into  Category  A,  B,  or 
C  is  warranted.  No  regulatory  action 
will  be  taken  with  regard  to  products 
containing  Category  D  substances. 

Interested  persons  are  invited  to 
submit  written  comments  on  this 
statement  of  policy  and  procedures 
before  the  close  of  business  October 
11,  1978.  Comments  received  after  that 
date  will  be  considered  to  the  extent 
practicable.  Comments  should  be  ac¬ 
companied  by  any  relevant  supporting 
data,  and  should  be  submitted  prefer¬ 
ably  in  five  copies,  addressed  to  the 
Secretary,  Consumer  Product  Safety 
Commission,  Washington,  D.C.  20207. 
Received  comments  may  be  seen  in 
the  Office  of  the  Secretary,  Consumer 
Product  Safety  Commission,  1111  18th 
Street  NW.,  third  floor,  Washington, 
D.C.  during  working  hours  Monday 
through  Friday. 

Dated:  June  8,  1978. 

Sadye  E.  Dunn, 
Acting  Secretary,  Consumer 
Product  Safety  Commission. 

[FR  Doc.  78-16441  Filed  6-9-78;  3:28  pm]  * 
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